GMP Recombinant Human IFN γ
( IFN γ) 50 µg

GMP Certificate of Analysis and Material Safety Data Sheet

Lot nr: C014
Expiry date: If stored at -20°C stable for one year after last test date. 

(Last test date is 05/2006 by Brucells SA)
Description: Recombinant Human Interferon gamma produced in E. coli is a single, non-glycosylated, polypeptide chain containing 144 amino acids and having a molecular mass of 16879 Dalton 

Source: E. Coli
Molecular weight: 16.8 KD +/- 10% determined by reduced SDS-PAGE
Specific Activity: 1.5x107 units/mg

Purity: > 99 % (SDS-PAGE)

Buffer: None

Formulation: The protein was lyophilized after extensive dialysis from a concentrated (1mg/ml) solution in 10mM sodium Phosphate buffer pH=7.4+0.1
Physical state: Lyophilized

Biological Activity: The specific activity as determined in a viral resistance assay using VSV-WISH cells was found to be greater than 1.5x107 IU/mg
Reconstitution: It is recommended to reconstitute the lyophilized rHuIFN-gamma in sterile 18MΏ-cm H20 not less than 100 µg/ml, which can then be further diluted to other aqueous solutions
Stability: The lyophilized protein is stable at room temperature for a few weeks, but best stored at –20° C. Reconstituted rHuIFN-gamma should be used immediately or divided into aliquots and stored at 
– 20 °C for future use.
GMP

GENTAUR rh IFN-gamma is tested in full compliance with cGMP in facilities at HENOGEN SA and GMP Lyophilisation at GSK Inc, Rixensart. 
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En application de Varticle 2 de I’arrété royal du 6 juin 1960 concernant la fabrication, la distribution
en gros et la dispensation des médicaments.

La société: HENOGEN
Siége Social: Rue des Prof. Jeener et Brachet 12 — 6041 GOSSELIES

Représentée par: M. BOLLEN, Directeur-Général
Est autorisé(e) a:

e fabriquer:

- les médicaments non présentés sous forme de spécialités indiquées

sur ’annexe D (comprenant 1 feuille)

Sur chaque annexe est indiqué 1’endroit ou ont lieu des opérations renseignées ci-dessus. Toute
modification que la personne autorisée désirerait voir apporter aux dénominations, lieux ou autres
renseignements figurant sur la présente autorisation (annexes comprises) rend nécessaire le

renouvellement de celle-ci.
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Use

GENTAUR rh IFN gamma  is not an approved medicinal product and cannot be injected as such to patients. However this GMP IFN gamma  is used in clinical tests for DC Therapy today in Belgium, France, Denmark, USA and Japan.
CE CERTIFIED FOR EX VIVO CELL CULTURE AND DC THERAPY CLINICAL TESTS
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04-huIFN-G-C014

Brussels, 30/05/2006
Lieven GEVAERT, Bio-ir. Scientific director
